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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 17 December 2003 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) I3 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) 6-9 and 15-18 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1-5, 10-14 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) K The drawing(s) filed on 8/3/01 is/are: a)S accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1-18 are pending in the application. 

Election/Restrictions 

Applicants election with traverse of Group I in the response filed on 12/17/03 is 
acknowledged. Applicant traverses the restriction requirement for following reasons. First, 
Applicant requests the clarification of Group I, in which Applicant argues that none of the claims 
is drawn to an aqueous solution comprising the pVGI.l vector. Second, Applicant argues that 
none of the claims in Group III is drawn to an animal comprising the nucleic acid molecule. 
Third, Applicant argues that the invention of Group II is drawn to a method of using the nucleic 
acid of Group I in gene therapy, which entails a protein that is produced recombinantly. As such, 
Applicant concludes that the invention of Groups I and II are not patentably distinct. 

This is not found persuasive for following reasons. Claims 2 and 1 1 encompasses any 
composition, including a cell, a plant, an animal, or a chair that comprises the nucleic acid. 
Therefore, in the case where the claims read on a transgenic animal, they are grouped into Group 
III because it is patentably distinct from the invention of Group I for same reasons set forth in the 
record mailed on 12/2/03. The invention of Group I is drawn to an isolated nucleic acid, and 
claims 2 and 10 will be examined in so far as they read on an composition except transgenic 
animal comprising a nucleic acid molecule, not any plant, animal or anything else comprising 
said nucleic acid molecule. As for the statement regarding the expression vector pVGI. 1 can be 
used to produce protein recombinantly, the Examiner meant that the vector could be used for in 
vitro production of VEGF2. This is a materially different process of using the vector. Therefore, 
the invention of Group I and II are patentably distinct. 
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The requirement is still deemed proper and is therefore made FINAL. 
Accordingly, claims 6-9 and 15-18 are withdrawn from consideration for being directed 
to non-elected subject matter. Claims 1-5, 10-14 are currently under examination. 

Claim Objections 

Applicant is advised that should claim 4 and 13 be found allowable, claim 5 and 14 will 
be objected to under 37 CFR 1.75 as being a substantial duplicate thereof. Similarly, should 
claims 1-5 be found allowable, claims 10-14 will be objected to under 37 CFR 1.75 as being a 
substantial duplicate thereof. When two claims in an application are duplicates or else are so 
close in content that they both cover the same thing, despite a slight difference in wording, it is 
proper after allowing one claim to object to the other as being a substantial duplicate of the 
allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 2 and 1 1 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claims recites a composition comprising the 
isolated nucleic acid molecule. The composition read on a human, which is a non-statutory 
subject matter. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 2, 3, 1 1 and 12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. 

There are many factors to be considered when determining whether there is sufficient 
evidence to support a determination that a disclosure does not satisfy the enablement requirement 
and whether any necessary experimentation is "undue." These factors include, but are not 
limited to: (a) the nature of the invention; (b) the breadth of the claims; (c) the state of the prior 
art; (d) the amount of direction provided by the inventor; (e) the existence of working examples; 
(f) the relative skill of those in the art; (g) whether the quantity of experimentation needed to 
make or use the invention based on the content of the disclosure is "undue"; and (h) the level of 
predictability in the art (MPEP 2164.01 (a)). 

The nature of the invention 

The nature of the invention is a method of producing a host cell comprising introducing 
the pVGI. 1 vector into a host cell, and a composition comprising the nucleic acid comprising the 
pVGI. 1 expression vector. The claims read on introducing of the pVGI. 1 vector to a host cell in 
an in vivo setting. Consequently, claims 2 and 1 1 also read on a human comprise a pVGI. 1 
vector in a cell. 
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The breadth of the claim 

The breadth of the claim is broad. Claims 3 and 12 encompasses a method of producing 
a host cell comprising the pVGI. 1 vector both in vitro and in vivo. In addition, claims 2 and 1 1 
encompasses any composition that comprises said pVGI. 1 expression vector. 

The teaching of the specification 

The teaching of the specification is limited. The specification teaches that the pVGI. 1 
expression vector comprises a polynucleotide encoding VEGF2. The specification teaches that 
this vector can be used in gene therapy for ischemia and coronary artery disease. However, the 
specification does not teach a method in which this vector is used and achieve a therapeutic 
effect in gene therapy. Furthermore, the specification fails to provide a working example for 
using this vector in gene therapy. 

The state of art at the time of filing and level of predictability in the art 
The state of art.at the time of filing considers the success of gene therapy as 
unpredictable. Verma et al. (1997, Nature, Vol. 389, pages 239-242) and Anderson et al.(1998, 
Nature, Vol. 392, pages 25-30) discuss the inherent difficulties in gene therapy. The major 
difficulties include poor delivery systems and poor gene expression after delivery (see Anderson, 
page 30, 1 st col., 5 th paragraph). Verma et al. also point out that the problem with the success of 
gene therapy is inability to delver genes efficiently and to obtain sustained expression (see page 
239, 3 rd col., 2 nd paragraph). In addition, Verma et al. also indicate that another factor that affect 
the efficacy of gene therapy is the immune system of the host organism (see Verma et al., page 
239, 3 rd col., last paragraph). The human host immune system fights of virus, thus making the 
use of viral vectors less efficient. Therefore, in view of the above technical difficulties, one of 
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skilled in the art would have to rely on the teaching of the specification to practice the method as 
claimed. 

The specification only teaches that pVGI.l is an expression vector that expresses VEGF2. 
The specification fails to teach any method that would overcome the art recognized difficulty in 
using pVGI. 1 for gene therapy. Since the claims read on the in vivo therapy by introducing the 
pVGI. 1 vector into a human being, and the composition also read on a human comprising said 
vector in a cell in vivo, one of skilled in the art would have to engage in undue experimentation 
to practice the invention as claimed because the lack of guidance of the specification and art 
recognized unpredictability. Therefore, the claimed method and composition is not enabled by 
the instant specification. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-5, 12 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claims 1-5, the recitation of "the pVGI.l expression vector construct depicted 
in Figure 31" renders the claims indefinite because Figure 31 displays a nucleic acid sequence 
rather than the construct itself 

Regarding claims 3, 4, 12 and 13, the recitation of "a method of producing a host cell 
comprising. ..transfecting a host cell" renders the claims indefinite because it is unclear whether 
the second host cell is same as the first host cell. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1-5 and 10-14 are rejected under 35 U.S. C. 102(a) as being anticipated by Vale et 
al (Circulation, 1999, Vol.100, No. 18, p.1.22). 

The claims are drawn to an isolated nucleic acid molecule comprising the pVGI. 1 
expression vector, a composition comprising the isolated nucleic acid molecule, a host cell 
comprising said nucleic acid molecule, and a method of producing said host cell by transforming, 
transducing or transfecting the nucleic acid molecule. 

Vale et al. disclose a pVGL 1 vector that expresses VEGF2 (see abstract). Vale et al 
further teach that the vector is directly injected into ischemic myocardium of porcine (see 
abstract). Therefore, Vale et al disclose the instantly claimed inventions. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X Qian whose telephone number is 571-272-0777. The 
examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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